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EXAMINER'S AMENDMENT 

1 . An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to applicant, an amendment may be filed as provided by 37 CFR 
1.312. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 
Sima Kulkarni on 6/4/04. 

The application has been amended as follows: 

On page 5, the beginning of line 4 of the specification, the phrase "FIG. 6." Has been 
changed to "FIG. 6A and B." to more accurately reflect drawing figure 6. 

Note: claims 1-25 have been cancelled. 
Claim 26 has been replaced with: 

-- 26. A method of inhibiting proliferation of prostate cancer cells in an animal or 
human having prostate cancer, comprising administering at the prostate cancer cells a 
composition comprising: 

(a) mycobacterial DNA (B-DNA) obtained from a disrupted mycobacterium using 
DNase-free reagents in order to at least partially preserve the DNA; and, 

(b) a pharmaceutical^ acceptable carrier 

in an amount effective to inhibit proliferation of said prostate cancer cells. -- 
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Claim 36 has been replaced with: 

- 36. A method of inhibiting proliferation of prostate cancer cells in an animal or 
human having prostate cancer, comprising administering at the prostate cancer cells a 
composition comprising: 

(a) mycobacterial DNA (B-DNA) obtained from a disrupted mycobacterium using 
DNase-free reagents in order to at least partially preserve the DNA; and, 

(b) a pharmaceutical^ acceptable carrier 

in an amount effective to inhibit proliferation of said prostate cancer cells, 
wherein the inhibition of proliferation of said prostate cancer cells is caused by induction 
of apoptosis in the prostate cancer cells, induction of cytokine synthesis in the prostate 
cancer cells, or induction of cytokine synthesis by immune cells in the prostate. - 

Claim 40 has been replaced with: 

~ 40. A method of inhibiting proliferation of prostate cancer cells in an animal or 
human having prostate cancer, comprising administering at the prostate cancer cells a 
composition comprising: 

(a) mycobacterial DNA (B-DNA) obtained from a disrupted mycobacterium using 
DNase-free reagents in order to at least partially preserve the DNA, wherein the 
mycobacterial DNA is preserved and complexed on mycobacterial cell wall (BCC); and, 
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(b) a pharmaceutical^ acceptable carrier 

in an amount effective to inhibit proliferation of said prostate cancer cells. 
Claim 47 has been replaced with: 

- 47. The method of claim 40, wherein the inhibition of proliferation of said prostate 
cancer cells is caused by induction of apoptosis in the prostate cancer cells, induction of 
cytokine synthesis in the prostate cancer cells, or induction of cytokine synthesis by 
immune cells in the prostate. - 

Claim 48 has been replaced with: 

--48. A method of inhibiting proliferation of prostate cancer cells in an animal or 
human having prostate cancer, comprising administering at the prostate cancer cells a 
composition comprising: 

(a) mycobacterial DNA (B-DNA) obtained from a disrupted mycobacterium using 
DNase-free reagents in order to at least partially preserve the DNA, wherein the 
mycobacterial DNA is preserved and complexed on mycobacterial cell wall (BCC); and, 

(b) a pharmaceutically acceptable carrier 

in an amount effective to inhibit proliferation of said prostate cancer cells, wherein the 
inhibition of proliferation of said prostate cancer cells is caused by induction of apoptosis 
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in the prostate cancer cells, induction of cytokine synthesis in the prostate cancer cells, or 
induction of cytokine synthesis by immune cells in the prostate. - 

Note: Claims 51-65 have been cancelled. 
Claim 66 has been replaced with: 

— 66. A method of inhibiting proliferation of prostate cancer cells in an animal or 
human having prostate cancer, comprising administering at the prostate cancer cells a 
composition comprising: 

(a) a predetermined amount of mycobacterial DNA (B-DNA) obtained from a 
disrupted mycobacterium using DNase-free reagents in order to at least partially preserve 
the DNA; and, 

(b) a pharmaceutically acceptable carrier 

in an amount effective to inhibit proliferation of said prostate cancer cells, wherein the 
amount of B-DNA administered is from about 0.00001 to about 200mg/kg per dose. - 

Claim 69 has been replaced with: 

-69. A method of inhibiting proliferation of prostate cancer cells in an animal or 
human having prostate cancer, comprising administering at the prostate cancer cells a 
composition comprising: 
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(a) M. phlei DNA (M-DNA) obtained from a disrupted M. phlei mycobacterium 
using DNase-free reagents in order to at least partially preserve the DNA; and, 

(b) a pharmaceutical^ acceptable carrier 

in an amount effective to inhibit proliferation of said prostate cancer cells. 
Claim 70 has been cancelled. 
Claim 71 has been replaced with: 

--71. A method of inhibiting proliferation of prostate cancer cells in an animal or 
human having prostate cancer, comprising administering at the prostate cancer cells a 
composition comprising: 

(a) M. phlei DNA (M-DNA) obtained from a disrupted M. phlei mycobacterium 
using DNase-free reagents in order to at least partially preserve the DNA; and, 

(b) a pharmaceutically acceptable carrier 

in an amount effective to inhibit proliferation of said prostate cancer cells, wherein the 
inhibition of proliferation of said prostate cancer cells is caused by induction of apoptosis 
in the prostate cancer cells, induction of cytokine synthesis in the prostate cancer cells, or 
induction of cytokine synthesis by immune cells in the prostate. - 



Claim 72 has been cancelled. 
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Claim 73 has been replaced with: 

- 73. A method of inhibiting proliferation of prostate cancer cells in an animal or 
human having prostate cancer, comprising administering at the prostate cancer cells a 
composition comprising: 

(a) M. phlei DNA (M-DNA) obtained from a disrupted M. phlei mycobacterium 
using DNase-free reagents in order to at least partially preserve the DNA, wherein the M 
phlei DNA is preserved and complex ed on M phlei cell wall (MCC); and, 

(b) a pharmaceutical^ acceptable carrier 

in an amount effective to inhibit proliferation of said prostate cancer cells. - 

Claim 74. has been cancelled. 
Claim 75 has been replaced with: 

— 75. A method of inhibiting proliferation of prostate cancer cells in an animal or 
human having prostate cancer, comprising administering at the prostate cancer cells a 
composition comprising: 

(a) M. phlei DNA (M-DNA) obtained from a disrupted M. phlei mycobacterium 
using DNase-free reagents in order to at least partially preserve the DNA; and, 

(b) a pharmaceutically acceptable carrier 
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in an amount effective to inhibit proliferation of said prostate cancer cells, wherein the 
inhibition of proliferation of said prostate cancer cells is caused by induction of apoptosis 
in the prostate cancer cells, induction of cytokine synthesis in the prostate cancer cells, or 
induction of cytokine synthesis by immune cells in the prostate. - 

Claim 76 has been cancelled. 

Claim 77 has been replaced with: 

- 77. A method of inhibiting proliferation of prostate cancer cells in an animal or 
human having prostate cancer, comprising administering at the prostate cancer cells a 
composition comprising: 

(a) a predetermined amount of M. phlei DNA (M-DNA) obtained from a disrupted M 
phlei mycobacterium using DNase-free reagents in order to at least partially preserve the 
DNA; and, 

(b) a pharmaceutical^ acceptable carrier 

in an amount effective to inhibit proliferation of said prostate cancer cells, wherein the 
amount of M-DNA administered is from about 0,00001 to about 200mg/kg per dose. - 



Claim 78 has been cancelled. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to J. Eric Angell whose telephone number is (571) 272-0756. The 
examiner can normally be reached on M-F (8:00-5:30) with every other Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, John L. LeGuyader can be reached on (571) 272-0760. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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